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SOPHIA V, FUERST, Dlmator
375-444-4045

October 24, 2003

Joseph G. Valenrino, Esq.

Senior Vice President, Secretary, and General Connsel
United States Pharmacopaial Conventon, Inc.

12601 Twinbrook Parkway

Roszkville, MD 20852

Re: TSAN Review Board / Winston Leboraiones
Degr Mr. Valentino:

This letter i¢ in résponse to the “furtber evidentia! support” submitted by Winston
o~ Laboratories on September 24, 2003, in its appeal to for the United Stases Adapted Name
C (USAN) Council to reconsider its determination of Zecapsaicin as the adopted name for
- pis-8-methyl-N-vanillyl-6-nonemide. Winston bas requested thaz the name zucdpsaicin
be chenged to sivamide or another non-confusing name not containing “capsaicin.”

Winston Laboratories offers 2 repart prepared by Bruce Lambert, PhD, of the University
of THinois (Chicago). Dr. Lambert’s computer program searches databases of drug names
to determine eimilarity in speliing and pronunciation between proposed and existing drug
names, The Couneil is familiar with Dr, Lembert’s methodology, having once retained
his services, but nse of his methodology by the Council was discontinued when it was
deemed evident that his methadalogy serves only to indicate similerity of names within
the same series - -

Tt is well known that USAN amploys the use.of common stems (similar strings of Jetters)
to identify compounds that belong to the same cless based on the compound’s mode of
action, Thus, for example, all the drugs-containing the stem, ““fimib” (for tyrosine kinase
inhibitors) would show up on Dr, Lambert’s database 2¢ similar, which is not surprising
considering the intention of aesigning generic names is to identify the compound’s
relationship to existing classes of compounds.

The name, rucapsaicin, wag chosen by the Council to identify the compound &s A8 isomer
of capsaicin. The fact that the names have similar letters is intentional to inform health
care practitioners that this compound is only different from capsaicin in gtereochemiatry.
The nonproptietary name, zucapsaicin, must relate to capsaicin because it is an isomer of
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capaaicin. This is & fact. It would be potentially misieading not to acknowledge this
relationship,

Dr. Lambert’s own research indicates that ©.. one would expest pharmacists to associate
capsaicin and zucapsaicin v their memories. This similariry would also most likely lead
to inferenves zbout similarity in pharmacologic category”. In addition, Dr, Lambert notes
that thers i5 “no prescribing frequency information about capsaicin”. .. This is due, of
courge, to the fact the capsaicin has never baen a prescribed item, and entered the market
as an over-the-counter medication. In his summery evaluation, Dr, Lambert concludes-
that “Similarity in the initin! part of words is a very important deiving factor in conflision,
and if fwo names have to differ by only two letters, it is best the differences be at the
beginning of the word," De facto, the name zucapsaicin clearly serves to identify this
substance s similarto capsaicin, and the prefix zw- serves to differentiate this name,

Dr. Lambert's linguistic resenrch-only identifies that similar strings of letters are similar.
This is not a surpriging research conclugion. ¥t mnst also be noted thet Dr. Lambert’s
methodology, although widely published and discussed, has never been validated. Itis
ourunderctanding that the Institute for Safe Medication Practices lso stopped using Dr.
Lambert’s methodology for drug nsmes becauss it waz not useful.

Winston also submitted » report of & survey conducted by International Regearch Services
Inc, (ISRI). The Council balieves this survey review has several methodological
problems &s it is scientifically inadequate, and there are serious flaws in the design of the
survey.,

First, the small sample size (400 surveys were sent), and the small response rate (Jass
than 10%) means a proper basis does not exist for generslization of the results to all
health care practitioners in the United States.

Second, the introduction to the survey states that the survey's purpose is to “assess the
possibility of nomenclature contributing to medication ervors.” This steternent leads the
respondent to. infer that nomenclature does contribute to medication errors. This bias
wonld likely cause the respondent to select enswers that would support this statement.

Third, the answer options in questions 1 through 3 are not balzaged. In guestion 1, four
out of the five angwer options provide the respanse that “both are the same compound,”
while only one of the answer options provides the response “the two are different...” This
creates a bias towards the “both are the same compound response.” There is no option.
for the correct response, “one is an isomer of the other” or “both are chemically related.”
The lack of balanced responses also appears in questions 2 and 3, whete there are two
“yes” answer options and only one “no” answer option,

Finally, there is no evidence presented that the intended respondents actually filled out
the questionnaire. Therefore, to sssume that the 39 individual respondents who actually
filled out the guestionnaire “were specialists in the pain ares” is not necessarily acenrate.
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Based on these contracted services, Winston Laboratories conslundes that zucapsaicin is
an inappropriate name for the substance in question, and that there is potential drug-name
confirsion between cgpsaicin and mucapsaicin. Alse Winston argues that the name
zucapsaicin violates several fundamental Guiding Principles for Coining United States
Adopted Names for Drugs.

On the contrary, the Council reaffirms that the name zucapsaicie wes coined following its
Guiding Principles. The name zucqpsaicin clearly identifies this compound as an isomer
of capsaicin. The only- difference between zucapsaicin and-capsaicin is the question of
stereachemistry, as noted by the stareochemical indicators Z feig) vs.E (trans). Any
health care practitioner can clearly understand that capeaicin and zucapsaicin -are related.
The USAN Council’s first genéral rule is that “...4 nonproprictary name should be
useful primarily to health practitioners, especially physicians, pharmacists, rurses,
educators....”

The additional “proafs” supplied by Winston include & listing from & computer program
based on research that is not validated and & scientifically inadequate survey. There:is one
fact that is irrefutable: sucapsaicin is a peometnic isomer of capsaicin. Naming this.
substance without referance to cqpsaicin, 28 Wington argaes, would not-oply violate the
principles of the TJSAN Council and the International Noupropristary Names (TNN).
Committee, but would confer the wrong information about any of the products containing

-this substance. This couid be potentially misieading to health care practitioners and o the

public.

The Council respectfully contends that the name zucapsaicin be retained,

Sincerely yours,
. j/ ’
Sophia'V. Fuerst

Secretary, USAN Council and
Director, USAN Program

ce:  Winston Laboratories
USAN Council Members




